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Dear Mr.  Fogarty: 

This i s  i n  rep ly  t o  your l e t t e r  of December 30 forwarding 
a copy of a l e t t e r  from John M. Davis, Committee f o r  a F a i r  
Test of Krebioaen, Incorporated, and requesting my commentso 

We are aware of the  a c t i v i t i e s  of M r ,  Davis' committee, 
and his l e t t e r  presents the arguments which have been freely 
circulated and publicized by the proponents of Krebiosen, 
par t icu lar ly  during the pas t  few months. 
summarize f o r  you the pr incipal  developments i n  this matter 
since the first public announcement of Krebiosen was made by 
Dr, Andrew C. Ivy i n  1951. 

I should l i k e  t o  

The National. Cancer I n s t i t u t e  has not par t ic ipated in any 

Two dis interested 
t e s t ing  of Krebiozen and therefore has no d i rec t  knowledge of 
i t s  possible usefulness i n  t rea t ing  cancer. 
s tudies  of c l i n i c a l  data on the agent have been published, 
Studies of 100 case h i s to r i e s  of cancer pat ients  t rea ted  with 
Krebiozen, from seven sources i n  four widely separated regions 
of the country, were reported i n  the  Journal. of the  American 
Medical Association on October 27, 1951, by a subcommittee of 
the  Committee on Research, Council on Pharmacy and Chemistry, 
of the American Medical Association. 
cluded t h a t  the  pa t ien ts  f a i l e d  t o  show objective evidence of 
improvement. 
o f  the National Research Council reached a similar conclusion 
on the basis  of 63 case summaries received from s i x i n v e s t i -  
gators o r  groups who had evaluated Krebiozen and a l so  on the 
basis  of data  i n  the American Medical Association report. 
This committee reported i n  the November 24, 1951 issue of t he  
Journal of the American Medical Association tha t  no evidence 
had been found of any curative e f f ec t  of Krebiozen nor any 
proof of p a l l i a t i v e  e f fec t  a t t r ibu tab le  t o  the agent i t s e l f .  

The subcommittee con- 

The Committee on Cancer Diagnosis and Therapy 

As you are  no doubt aware, Senator Douglas, i n  a speech 
on the  Senate f loo r  on August 22, 1958, requested t h a t  the. 
Public Health Service invest igate  the possible anti-tumor 
properties of Krebiozen as a treatment f o r  human cancer. 
The National Cancer I n s t i t u t e  has responded by par t ic ipat ing 
i n  conferences and communications w i t h  the  in te res ted  par t ieso  
These have been f o r  t he  purpose of establishing 1) whether 
a v a i h b l e  information about t he  agent i t s e l f ,  and data on 
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i t s  use i n  t r ea t ing  cancer merit fur ther  evaluation of the 
therapy, and 2) the procedure fo r  carrying out such an evaluation. 

The first step taken by the I n s t i t u t e  a f t e r  Senator Douglas 
made h i s  request w a s  t o  ask Dr. Ivy, medical consultant t o  the 
Krebiozen Research Foundation of Chicago, t o  supply information 
about the nature of the substance and i t s  use i n  t rea t ing  cancer. 
This was done by Dr. Ivy. The I n s t i t u t e  then undertook t o  se l ec t  
a panel of medical s c i en t i s t s  mutually acceptable to  the  I n s t i t u t e  
and D r ,  Ivy, t o  study t h i s  information and advise whether fur ther  
evaluation of the treatment should be made and how it should proceed. 

. 

It has been agreed by all par t ies  involved i n  these preliminary 
discussions tha t  i f  fur ther  evaluation is  undertaken, it should be 
done i n  a sc i en t i f i ca l ly  acceptable mnner. 
reached a t  a meeting on September 24 attended by D r .  Ivy and 
D r .  Stevan Durovic of the Krebiozen Foundation, M r .  Frank McCulloch 
of Senator Douglas's s ta f f ,  myself and other members of the National 
Cancer I n s t i t u t e  s ta f f .  The following statement was made public a t  
the conclusion of the meeting: 
evaluation of Krebiozen should be explored fur ther  and we are  
seeking t o  develop an agreed procedure t h a t  w i l l  be acceptable to 
the  sc i en t i f i c  commnity. 11 

This agreement was  

"It i s  generally agreed tha t  the 

D r .  Ivy and the  Krebiozen Foundation have not been will ing 
t o  accept the findings of the American Medica Association and the 
National Research Council groups. 
I n s t i t u t e  have now been reached on the composition of an evaluating 
panel which wi l l  be unbiased. 
Douglas and representatives of the National Cancer I n s t i t u t e  on 
December 5 ,  expressed his desire  t o  s p e l l  out i n  writ ing his under- 
standing of his ro l e  i n  re la t ion  t o  the evaluating panel. 
Senator Douglas nor the National Cancer I n s t i t u t e  has heard from 
Dr. Ivy since the December 5 meeting. 

Agreements by Dr. Ivy and the 

Dr .  Ivy a t  a meeting with Senator 

Neither 

It should be pointed out t ha t  many cancer pa t ien ts  can receive 
some benefi t  from chemical agents already available and tha t  several  
new ones are  currently i n  c l i n i c a l  t r i a l s  on the basis  of promise as 
determined by a group of outstanding consulting experts sk i l led  i n  
evaluation of treatments f o r  cancer. It i s  necessary, therefore, 
t h a t  the sc i en t i f i c  evidence indicate  the likelihood of a new 
material  showing benefi t  t o  cancer pa t ien ts  which i s  a t  l e a s t  equal 
t o  t h a t  already available; otherwise, there i s  no va l id  reason f o r  
denying t o  cancer subjects the use of current agents, f o r  ra is ing 
the hopes and expectations of these unfortunate victims only to have 
them f a l l  a t  a l a t e r  date, o r  fo r  pre-empting the services of those 
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few highly sk i l led  invest igators  who can cr i t ic-  evaluate 
by objective c r i t e r i a  the r e s u l t  of cancer therapy. 
i n  which these evaluations a re  t o  be made must ensure t h a t  objective 
c r i t e r i a  of benefi t  t o  the pa t ien t  a re  the bas i s  of determination, 
fo r  it has been shown repeatedly i n  medical research t h a t  subjective 
improvement i s  not a val id  c r i t e r ion  f o r  evaluation of a therapeutic 
agent. 

The manner 

Several books and a number of a r t i c l e s  have been published 
on the  subject of Krebiozen since the first announcement about 
the product by the sponsors. 
and i f  you would l i k e  t o  have additional copies w e  s h a l l  be glad 
t o  provide them. 

A selected bibliography is  enclosed, 

I am very glad t o  supply this information and t r u s t  t ha t  
it w i l l  meet your needs. 

Sincerely yours, 

*u. 
J. R. Heller, M. D. 

Director 
National Cancer I n s t i t u t e  

Hon. John E, Fogarty 
House of Representatives 
Washington 25, D.C. 

Enclosure 


